Arizona Administrative Register / Secretary of State

Notices of Proposed Rulemaking

NOTICES OF PROPOSED RULEMAKING

Unless exempted by A.R.S. § 41-1005, each agency shall begin the rulemaking process by first submitting to the Secretary of
State’s Office a Notice of Rulemaking Docket Opening followed by a Notice of Proposed Rulemaking that contains the preamble
and the full text of the rules. The Secretary of State’s Office publishes each Notice in the next available issue of the Register
according to the schedule of deadlines for Register publication. Under the Administrative Procedure Act (A.R.S. § 41-1001 et
seq.), an agency must allow at least 30 days to elapse after the publication of the Notice of Proposed Rulemaking in the Register
before beginning any proceedings for making, amending, or repealing any rule. (A.R.S. §§ 41-1013 and 41-1022)

Editor’s Note: The following Notice of Proposed Rulemaking was exempt from Executive Order 2012-03 as issued by Gover-

NOTICE OF PROPOSED RULEMAKING

TITLE 4. PROFESSIONS AND OCCUPATIONS

CHAPTER 23. BOARD OF PHARMACY

nor Brewer. (See the text of the executive order on page 178.)
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PREAMBLE
Articles. Parts, and Sections Affected (as applicable) Rulemaking Action
R4-23-110 Amend
R4-23-205 Amend
R4-23-602 Amend
R4-23-603 Amend
R4-23-606 Amend
R4-23-692 Amend
R4-23-693 Amend

Citations to the agency’s statutory rulemaking authority to include the authorizing statute (general) and the imple-

menting statute (specific):
Authorizing statute: A.R.S. §8 32-1904(A)(1), (2), (3), and (4) and 32-1904(B)(1) and (3)

Implementing statute: A.R.S. 88 32-1929, 32-1930, 32-1931, 32-1933, and 32-1977

Citations to all related notices published in the Reqgister as specified in R1-1-409(A) that pertain to the record of the

proposed rule:
Notice of Rulemaking Docket Opening: 19 A.A.R. 4185, December 20, 2013

The agency’s contact person who can answer guestions about the rulemaking:
Name: Sandra Sutcliffe, Compliance Officer

Address: Board of Pharmacy
1616 W. Adams
Phoenix, AZ 85007

Telephone: (623) 518-0336

Fax: (602) 771-2749

E-mail: ssutcliffe@azpharmacy.gov
Website: www.azpharmacy.gov

An agency’s justification and reason why a rule should be made. amended. repealed or renumbered. to include an

explanation about the rulemaking:

The results from the 2013 auditor’s review from the State of Arizona Office of the Auditor General recommended the
Board should ensure all applicants for permits meet the permit requirements, and the Board should track its’ compli-
ance with statutorily required time-frames for issuing permits. In consultation with the Board’s attorney, Board staff
did an extensive review of all application and permit processes. In addition, the Board recently added an online link
that allows for electronic application and permit renewal submission for permittees. As a result, the Board has deter-
mined that several sections of the rules need to be amended to update the application and documentation requirements
for the issuance of a permit, and the time-frames for application processes.
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In 2013 durable medical equipment was added to the compressed medical gas supplier permit in A.R.S. § 32-
1930(A)(4), and to the compressed medical gas supplier biennial fee requirements in A.R.S. § 32-1931(D)(9). The
Board has determined that durable medical equipment needs to be defined and rules added to support the statute
changes.

This rulemaking will amend the permit application and time-frame section that applies to all applicants for a phar-
macy permit, manufacturer permit, wholesaler permit, nonprescription drug permit, compressed medical gas distribu-
tor permit, and durable medical equipment and compressed medical gas supplier permit. This rulemaking will also
amend Sections specific to resident nonprescription drug permittees, pharmacy permittees, compressed medical gas
distributor permittees, and durable medical equipment and compressed medical gas supplier permittees.

In this rulemaking, new sections on notification to the Board, change of ownership, relocation, facility standards, and
other permittee requirements will be added to make all permittee sections consistent where applicable. In addition,
citations to statutes and rules will be amended or added where applicable, and language amended to make the rules
more clear and concise.

The rulemaking will amend R4-23-110 Definitions by adding a definition for durable medical equipment to support
changes to R4-23-693.

The rulemaking will amend R4-23-205 Fees by adding that vendor permit fees are prorated according to A.R.S. § 32-
1931(B), and adding durable medical equipment to the compressed medical gas supplier fee. Those references are in
R4-23-205(D).

The rulemaking will amend R4-23-602 Permit Application Process and Time-frames by adding the requirements for
the electronic application process. Those references are in R4-23-602(A). The rulemaking will amend the receipt of
application section by including an electronic as well as manual process for date-stamping the application form.
Those references are in R4-23-602(B). The rulemaking will renumber and incorporate sections (D) through (H) into
section (C). The rulemaking will amend the time-frame requirements for administrative reviews and incomplete
applications to be consistent with the time-frame requirements in place for licensees. The rulemaking will add the
compressed medical gas distributor permit and the durable medical equipment and compressed medical gas supplier
permit to the permits that will be issued by the Board office after an administratively complete application form is
received. Those references are in R4-23-602(C). The rulemaking will add a new section for permit renewals as speci-
fied in A.R.S. § 32-1931 (A) and (G). Those references are in R4-23-602(D). The rulemaking will add a new section
for the display of a permit as specified in A.R.S. 32-1933(A). Those references are in R4-23-602(E).

The rulemaking will amend R4-23-603 Nonprescription Drugs, Retail by adding the citation to the application pro-
cess in R4-23-602, identifying documentation to be provided with the application, and deleting subsections that refer-
ence the basic information asked on the application form. Those references are in R4-23-603(C). The rulemaking will
add the requirement that drugs are to be received from a supplier with a current Board-issued permit as specified in
R4-23-601(A). Those references are in R4-23-603(F). The rulemaking will add a new section for notification to the
Board office of changes in contact information of the permittee. Those references are in R4-23-603(G). The rulemak-
ing will add a new section for change of ownership that requires a new permit as specified in A.R.S. § 32-1931(F).
Those references are in R4-23-603(H). The rulemaking will add a new section for the application process due to relo-
cation of the permittee. Those references are in R4-23-603(1). The rulemaking will add a new section for recordkeep-
ing as required in R4-23-601, and for recordkeeping due to A.R.S. § 32-1977 if methamphetamine precursors are
sold. Those references are in R4-23-603(J). The rulemaking will add a new section for permit renewals as in R4-23-
602. Those references are in R4-23-603(K). The rulemaking will move section (G) the vending machine outlet sec-
tion to (L), will remove the permit expiration date from the identification seal documentation, and will prohibit the
sale of precursor chemicals or regulated chemicals in a vending machine due to the requirements of A.R.S. § 32-
1977. Those references are in R4-23-603(L).

The rulemaking will amend R4-23-606 Pharmacy Permit: Community, Hospital, and Limited Service by adding the
citation to the application process in R4-23-602, identifying the documentation to be provided with the application
including a disclosure statement if a medical practitioner receives compensation as specified in A.R.S. § 32-1930(B),
and deleting the subsections that reference the basic information asked on the application form. Those references are
in R4-23-606(B). The rulemaking will amend the notification section by adding that notification is to be within ten
days, identifying information to be reported to the Board office, and adding the immediate notification requirement of
a change of pharmacist-in-charge as specified in R4-23-608. Those references are in R4-23-606(C). The rulemaking
will correct the citation to a nonprescription drug permit. Those references are in R4-23-606(D). The rulemaking will
amend the language in the change of ownership section to be consistent with other change of ownership sections in
rule. Those references are in R4-23-606(E). The rulemaking will amend the relocation and remodel section to include
the application for relocation or remodel, application to be provided no less than 30 days prior to relocation or
remodel, and identifies the documentation to be provided with the application. Those references are in R4-23-606(F).
The rulemaking will delete the requirement to provide an application for the change of officers in a corporation, and
adds a section for permit renewal as per R4-23-602. Those references are in R4-23-606(G).

The rulemaking will amend R4-23-692 Compressed Medical Gas Distributor by adding nonresident permit require-
ments, and deleting the requirement to file an amended application for changes in compressed medical gases distrib-
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uted. Those references are in R4-23-692(A). The rulemaking will move the current sections (B) through (D) and will
add a new section (B) for applications that identifies the documentation to be provided with the application. Those
references are in R4-23-692(B). The rulemaking will add a new section for notification to the Board office for
changes in contact information. Those references are in R4-23-692(C). The rulemaking will add a new section for
change of ownership that requires a new permit as specified in A.R.S. § 32-1931(F). Those references are in R4-23-
692(D). The rulemaking will add a new section for relocation requirements. Those references are in R4-23-692(E).
The rulemaking will move the previous subsection (A)(4) for the sale or distribution of a medical gas as specified in
A.R.S. § 32-1901(9). Those references are in R4-23-692(F). The rulemaking will add a new section for facility
requirements. Those references are in R4-23-692(G). The rulemaking moves the previous section (B) Current Good
Manufacturing Practice to new section (H) and updates to the most current revision of the incorporated by reference
material. Those references are in R4-23-692(H). The rulemaking moves the previous section (C) Records to new sec-
tion (1), and updates the recordkeeping to the requirements of R4-23-601. Those references are in R4-23-692(1). The
rulemaking moves the previous section (D) Inspection to new section (J), and adds the requirement for nonresident
permittees to provide resident licensing authority inspection reports on request, and provides for on-site inspections
of nonresident permittees as specified in R4-23-1904. Those references are in R4-23-692(J). The rulemaking will add
a new section for permit renewals as in R4-23-602. Those references are in R4-23-692(K). The rulemaking will add a
provision that the Board rules do not prohibit the emergency administration of oxygen by proper emergency person-
nel. Those references are in R4-23-692(L).

The rulemaking will amend R4-23-693 Compressed Medical Gas Supplier by deleting current section (A), adding a
new section revising the permit requirements and adding durable medical equipment and nonresident permits. Those
references are in R4-23-693(A). The rulemaking will move the current sections (B) and (C), and will add a new sec-
tion (B) for applications that identifies the documentation to be provided with the application. Those references are in
R4-23-693(B). The rulemaking will add a new section for notification to the Board office for changes in contact
information. Those references are in R4-23-693(C). The rulemaking will add a new section for change of ownership
that requires a new permit as specified in A.R.S. § 32-1931(F). Those references are in R4-23-693(D). The rulemak-
ing will add a new section for relocation requirements. Those references are in R4-23-693(E). The rulemaking will
add a new section for orders for prescription-only devices and compressed medical gases as specified in A.R.S. § 32-
1901(9). Those references are in R4-23-693(F). The rulemaking will add a new section for restrictions of the permit.
Those references are in R4-23-693(G). The rulemaking will add a new section for facility requirements. Those refer-
ences are in R4-23-693(H). The rulemaking will move previous Permit subsection (A)(4) to (I). Those references are
in R4-23-693(1). The rulemaking moves the previous section (B) Records to new section (J), and updates the record-
keeping to the requirements of R4-23-601. Those references are in R4-23-693(J). The rulemaking moves the previous
section (C) Inspection to new section (K), and adds the requirement for nonresident permittees to provide resident
licensing authority inspection reports on request, and provides for on-site inspections of nonresident permittees as
specified in R4-23-1904. Those references are in R4-23-693(K). The rulemaking will add a new section for permit
renewals as in R4-23-602. Those references are in R4-23-693(L). The rulemaking will add a provision that the Board
rules do not prohibit the emergency administration of oxygen by proper emergency personnel. Those references are in
R4-23-693(M).

The rule will include format, style, and grammar necessary to comply with the current rules of the Secretary of State
and the Governor’s Regulatory Review Council.

A reference to any study relevant to the rule that the agency reviewed and proposes either to rely on or not to rely

on _in _its evaluation of or justification for the rule. where the public may obtain or review each study. all data

underlying each study. and any analysis of each study and other supporting material:

The agency did not review or rely on any study relevant to the rule.

A showing of good cause why the rules are necessary to promote a statewide interest if the rules will diminish a pre-

vious grant of authority of a political subdivision of this state:

Not applicable.

The preliminary summary of the economic. small business, and consumer impact:

The proposed rules will impact the Board, pharmacies, manufacturers, wholesalers, nonprescription drug permittees,
compressed medical gas distributors, and durable medical equipment and compressed medical gas suppliers. The pro-
posed rules’ impact on the Board will be the usual rulemaking-related costs, which are minimal.

The Board estimates the proposed rules will have minimal economic impact on pharmacies, manufacturers, wholesal-
ers, nonprescription drug permittees, compressed medical gas distributors, and durable medical equipment and com-
pressed medical gas suppliers. The rulemaking reflects current application and renewal processes, recordkeeping, and
processes for changes in the permit such as ownership, location, and contact information already in place with the
Board. Applicants that do not submit a completed application within the time-frames set out in rule will have to sub-
mit a new form and fee to continue with the permit process.

For those applicants that sell, lease, or provide durable medical equipment to patients in a home setting, the biennial
fee for the permit is $100.
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The Board believes that approval of the rules benefits the public, pharmacies, manufacturers, wholesalers, nonpre-
scription drug permittees, compressed medical gas distributors, and durable medical equipment and compressed med-
ical gas suppliers by establishing clear standards for application time-frames, application and renewal processes,
recordkeeping, and processes for changes to the permit such as location, ownership, and contact information.

9. The agency’s contact person who can answer questions about the economic. small business and consumer impact

statement:
Name: Sandra Sutcliffe, Compliance Officer
Address: Board of Pharmacy
1616 W. Adams
Phoenix, AZ 85007
Telephone: (623) 518-0336
Fax: (602) 771-2749
E-mail: ssutcliffe@azpharmacy.gov
Website: www.azpharmacy.gov

10. The time. place. and nature of the proceedings to make. amend. repeal. or renumber the rule, or if no proceeding is
scheduled, where, when, and how persons may request an oral proceeding on the proposed rule:
Comments may be written or presented orally. Written comments must be received by 5 p.m., Monday, March 10,
2014. An oral proceeding is scheduled for:

Date: March 10, 2014
Time: 10:00 a.m.
Location: 1616 W. Adams, 1st Floor Board Room

Phoenix, AZ 85007
A person may request information about the oral proceeding by contacting the person listed above.

11. All agencies shall list other matters prescribed by statute applicable to the specific agency or to any specific rule or
class of rules. Additionally. an agency subject to Council review under A.R.S. 88 41-1052 and 41-1055 shall respond
to the following questions:

a. Whether the rule requires a permit. whether a general permit is used and if not, the reasons why a general per-
mit is not used:
The rules require a permit. The Board does not issue a general permit, but issues the specific permit required
under A.R.S. 8§ 32-1929, 32-1930, and 32-1931.

b. Whether a federal law is applicable to the subject of the rule. whether the rule is more stringent than federal
law and if so, citation to the statutory authority to exceed the requirements of federal law:
Yes, federal law is applicable for R4-23-603(J). The rule incorporates the requirements of A.R.S. § 32-1977
which has provisions that are more stringent than federal law.
c. Whether a person submitted an analysis to the agency that compares the rule’s impact of the competitiveness

of business in this state to the impact on business in other states:
No.

12. A list of any incorporated by reference material as specified in A.R.S. § 41-1028 and its location in the rules:
21 CFR 210 and 21 CFR 211, April 1, 2013 in R4-23-692(H).

13. The full text of the rules follows:

TITLE 4. PROFESSIONS AND OCCUPATIONS

CHAPTER 23. BOARD OF PHARMACY

ARTICLE 1. ADMINISTRATION

Section
R4-23-110. Definitions
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ARTICLE 2. PHARMACIST LICENSURE

Section
R4-23-205. Fees

ARTICLE 6. PERMITS AND DISTRIBUTION OF DRUGS

Section

R4-23-602.  Permit Application Process and Time-frames

R4-23-603.  Resident-Nonprescription, Drugs, Retail

R4-23-606.  Resident-Pharmacy Permit;: Community, Hospital, and Limited Service

R4-23-692.  Compressed Medical Gas (CMG) Distributor-Resident or Nonresident

R4-23-693.  Cermpressed-Medical-Gas-Supphier Durable Medical Equipment (DME) and Compressed Medical Gas (CMG)
Supplier-Resident or Nonresident

ARTICLE 1. ADMINISTRATION

R4-23-110.  Definitions
In addition to definitions in A.R.S. § 32-1901, the following definitions apply to 4 A.A.C. 23:
“Active ingredient” No change
“AHCCCS” No change
“Annual family income” No change
“Approved course in pharmacy law” No change
“Approved Provider” No change
“Assisted living facility” No change
“Authentication of product history” No change
“Automated dispensing system” No change
“Automated storage and distribution system” No change
“Batch” No change
“Beyond-use date” No change
“Biological safety cabinet” No change
“Care-giver” No change
“Community pharmacy” No change
“Component” No change
“Compounding and dispensing counter” No change
“Computer system” No change
“Computer system audit” No change
“Contact hour” No change
“Container” No change
“Continuing education” No change
“Continuing education activity” No change
“Continuing education unit” or “CEU” No change
“Continuous quality assurance program” or “CQA program” No change
“Correctional facility” No change
“CRT” No change
“CSPMP” No change
“Current good compounding practices” No change
“Current good manufacturing practice” No change
“Cytotoxic” No change
“Day” No change
“DEA” No change
“Declared disaster areas” No change
“Delinquent license” No change
“Dietary supplement” No change
“Digital signature” No change
“Dispensing pharmacist” No change
“Drug sample” No change
“Durable medical equipment” or “DME” means technologically sophisticated medical equipment that may be used by a
patient or consumer in a home or residence. DME may be prescription-only devices as defined in A.R.S. § 32-1901(75).
DME includes:
*  Air-fluidized beds,
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Apnea monitors,
Blood glucose monitors and diabetic testing strips,

Continuous Positive Airway Pressure (CPAP) machines,
Electronic and computerized wheelchairs and seating systems,
Feeding pumps,

Home phototherapy devices,

Hospital beds,

Infusion pumps,
Medical oxygen and oxygen delivery systems excluding compressed medical gases

Nebulizers

Respiratory disease management devices,

Sequential compression devices,

Transcutaneous electrical nerve stimulation (TENS) unit, and
*  Ventilators.

“Earned income” No change

“Electronic signature” No change

“Eligible patient” No change

“Emergency drug supply unit” No change

“Extreme emergency” No change

“Family unit” No change

“FDA” No change

“Health care decision maker” No change

“Health care institution” No change

“Hospice inpatient facility” No change

“Immediate notice” No change

“Immunization training program” No change

“Inactive ingredient” No change

“Internal test assessment” No change

“I1SO Class 5 environment” No change

“I1SO Class 7 environment” No change

“Licensed health care professional” No change

“Limited-service correctional pharmacy” No change

“Limited-service long-term care pharmacy” No change

“Limited-service mail-order pharmacy” No change

“Limited-service nuclear pharmacy” No change

“Limited-service pharmacy permittee” No change

“Limited-service sterile pharmaceutical products pharmacy” No change

“Long-term care consultant pharmacist” No change

“Long-term care facility” or “LTCF” No change

“Lot” No change

“Lot number” or “control number” No change

“Low-income subsidy” No change

“Materials approval unit” No change

“Mechanical counting device for a drug in solid, oral dosage form” No change

“Mechanical storage and counting device for a drug in solid, oral dosage form” No change

“Mediated instruction” No change

“Medical practitioner-patient relationship” No change

“Medicare” No change

“Medication error” No change

“Mobile pharmacy” No change

“MPJE” No change

“NABP” No change

“NABPLEX” No change

“NAPLEX” No change

“Order” No change

“Other designated personnel” No change

“Outpatient” No change

“Outpatient setting” No change

“Patient profile” No change
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“Pharmaceutical patient care services” No change
“Pharmaceutical product” No change

“Pharmacy counter working area” No change
“Pharmacy law continuing education” No change
“Pharmacy permittee” No change

“Physician” No change

“Physician-in-charge” No change

“Poverty level” No change

“Precursor chemical” No change

“Prepackaged drug” No change

“Prep area” No change

“Primary care provider” No change

“Proprietor” No change

“Provider pharmacy” No change
“Radiopharmaceutical” No change
“Radiopharmaceutical quality assurance” No change
“Radiopharmaceutical services” No change

“Red C stamp” No change

“Refill” No change

“Regulated chemical” No change

“Remodel” No change

“Remote drug storage area” No change
“Resident” No change

“Responsible person” No change

“Score transfer” No change

“Security features” No change

“Shared order filling” No change

“Shared order processing” No change

“Shared services” No change

“Sight-readable” No change

“Single-drug audit” No change

“Single-drug usage report” No change
“Standard-risk sterile pharmaceutical product” No change
“State of emergency” No change

“Sterile pharmaceutical product” No change
“Strength” No change

“Substantial-risk sterile pharmaceutical product” No change
“Supervision” No change

“Supplying” No change

“Support personnel” No change

“Temporary pharmacy facility” No change
“Tourist” No change

“Transfill” No change

“Unearned income” No change

“Verified signature” or “signature verifying” No change
“Veteran” No change

“Wholesale distribution” No change

“Wholesale distributor” No change

ARTICLE 2. PHARMACIST LICENSURE

R4-23-205.  Fees
A. Licensure fees:
1. Pharmacist:
a. Initial licensure [Prorated according to A.R.S. § 32-1925(B)]: $180.
b. Licensure renewal: $180.
2. Pharmacy or graduate intern. Initial licensure: $50.
3. Pharmacy technician:
a. Initial licensure [prerated Prorated according to A.R.S. § 32-1925(B)]: $72.
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b. Licensure renewal: $72.
4. Pharmacy technician trainee: $36.
Reciprocity fee: $300.

C. Application fee: $50.
D. Vendor permit fees (Resident and nonresident) [New permits prorated according to A.R.S. § 32-1931(B)]:

E.

F.

1. Pharmacy: $480 biennially (Including hospital, and limited service).
2. Drug wholesaler or manufacturer:
a. Manufacturer: $1000 biennially.
b. Full-service drug wholesaler: $1000 biennially.
c. Nonprescription drug wholesaler: $500 biennially.
Drug packager or repackager: $1000 biennially.
Nonprescription drug, retail:
a. Category | (30 or fewer items): $120 biennially.
b. Category Il (more than 30 items): $200 biennially.
5. Compressed medical gas distributor: $200 biennially.
6. Cempressed-medical-gas-suppher Durable medical equipment and compressed medical gas supplier: $100 biennially.
Other Fees:
1. Wall license.
a. Pharmacist: $20.
b. Pharmacy or graduate intern: $10.
c. Pharmacy technician: $10.
d. Pharmacy technician trainee: $10.
2. Duplicate of any Board-issued license, registration, certificate, or permit: $10.
3. Duplicate current renewal license: $10.
Fees are not refunded under any circumstances except for the Board's failure to comply with its established licensure or
permit time-frames under R4-23-202 or R4-23-602.

~w

G. Penalty fee. Renewal applications submitted after the expiration date are subject to penalty fees as provided in A.R.S. §8

32-1925 and 32-1931.

1. Licensees: A fee equal to half the licensee's biennial licensure renewal fee under subsection (A) and not to exceed
$350.

2. Permittees: A fee equal to half the permittee's biennial permit fee under subsection (D) and not to exceed $350.

ARTICLE 6. PERMITS AND DISTRIBUTION OF DRUGS

R4-23-602.  Permit Application Process and Time-frames

A. A person applying for a permit shall submitto-the-Board-Office-an-apphicationpacket-consisting-of:

1. A Submit a completed application ferm for the desired permit sigred-by-the applicant; electronically or manually on
a form furnlshed by the Board and

B.

C.

2.
W|th the aoollcatlon form
a. The documents specified in the application form. and
b. The Dermlt fee soe0|f|ed in R4- 23 205(D)

3 0

The Board Offiee office shall deem an application pa

mmed+ate+y—upen+eee+pt form recelved on the date the Board offlce eIectronlcaIIv or manuaIIv date stamos the form.

Hoh—paeket Time- frames for Dermlts

1. The Board office shall finish an administrative completeness review within 60 days from the date the application

form is received.

4-a. The Board Office office shall issue a written notice of administrative completeness to the applicant if no defi-
ciencies are found in the application packet form.

2b. If the application paeket form is incomplete, the Board Offiee office shall provide the applicant with a written
notice that includes a comprehensive list of the missing information. The 28 60-day time-frame for the Board
Offiee office to finish the administrative completeness review is suspended from the date the notice of incom-
pleteness is served until the applicant provides the Board ©ffice office with all missing information.

3-c. If the Board Office office does not provide the applicant with written notice regarding administrative complete-
ness, the application paeket form shall be deemed complete 20 60 days after receipt by the Board Office office.
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B-2. An applicant with an incomplete application packet form shall submit to the Board Offiee office all of the missing
information within 60 90 days of service of the notice of incompleteness.
4-a. If an applicant cannot submlt all mlssmg mformatlon Wlthln 69 90 days of service of the notlce of mcomplete-
ness, the appllcant may ebta , v

Board offlce Dostmarked or dellvered no Iater than 90 davs from service of the notice of incompleteness;

2b. The written request for an extension shall document the reasons the applicant is unable to meet the 66 90-day
deadline-; and

3-c. The Board Offiee office shall review the request for an extension of the 66 90-day deadline and grant the request
if the Board Office office determines that an extension of the 68 90-day deadline will enable the applicant to
assemble and submlt the mlssmg |nformat|on An exten5|on ef—the@@—day—eleaéhne shaII be for no more than 69
30 days. An 3 &
daneewrththiseabseeﬂepr The Board Q#ree offlce shaII notlfy the appllcant in ertlng of its de0|5|on to grant or
deny the request for an extension.

£3. If an applicant fails to submit a complete application packet form within the time allowed, the Board Offiee office
shall close the applicant's file. An applicant whose file hasbeen is closed and who later wishes to obtain a permit shall

with-subseetion{A) submit a new application and fee as specified in subsection (A).

F4. For a nonprescription drug permit applicant, a compressed medical gas distributor permit applicant, and a durable
medical equipment and compressed medical gas supplier permit applicant, the Board Sffiee office shall issue a per-
mit on the day that the Board Office office determines an administratively complete application packet form is
received.

&-5. Except as described in subsection {F} (C)(4), from the date on which the administrative completeness review of an
application paeket form is finished, the Board Office office shall complete a substantive review of the applicant's
qualifications in no more than 120 days.
4a. Ifan applicant is found to be ineligible, the Board Office office shall issue a written notice of denial to the appli-

cant:.

2b. If an applicant is found to be eligible, the Board Offiee office shall recommend to the Board that the applicant be
issued a permit. Upon receipt of the Board Office’s office’s recommendation, the Board shall either issue a per-
mit to the applicant or if the Board determines the applicant does not meet eligibility requirements, return the
matter to the Board ©ffiee office.

3-c. If the Board Offiee office finds deficiencies during the substantive review of the application packet form, the
Board Offiee office shall issue a written request to the applicant for additional documentation.

4-d. The 120-day time-frame for a substantive review for the issuance or denial of a permit is suspended from the
date of the written request for additional documentation until the date that all documentation is received. The
applicant shall submit the additional documentation according to subsection (C)(2).

5.e. When If the applicant and the Board Sffiee office mutually agree in writing, the 120-day substantive review
time-frame may be extended once for no more than 35 45 days.

H-6. For the purpose of A.R.S. § 41-1072 et seq., the Board establishes the following time-frames for permits:.

4-a. Administrative completeness review time-frame: 20 60 days.

2:b. Substantive review time-frame:

&i. Nonprescription drug permit,_compressed medical gas distributor permit. and durable medical equipment
and compressed medical gas supplier permit: nones;.
b-ii. Except as described in subsection (H}{2)}a} (C)(6)(b)(i): 120 days.
3-C. Overall time-frame:
&1. Nenpreseription-drug-permit-20-days;: Nonprescription drug permit, compressed medical gas distributor per-
mit, and durable medical equipment and compressed medical gas supplier permit: 60 days.
b-ii. Except as described in subsection {H)}3}{a)—1406-days (C)(6)(c)(i): 180 days.
D. Permit renewal.

1. Torenew a permit, a permittee shall submit a completed application for permit renewal electronically or manually on
a form furnished by the Board with the biennial renewal fee specified in R4-23-205(D).

2. If the biennial renewal fee is not paid by November 1 of the renewal year specified in A.R.S. § 32-1931, the permit is
suspended. The permittee shall pay a penalty fee as provided in A.R.S. § 32-1931 and R4-23-205(G)(2) to vacate the
suspension.

3. Time-frames for permit renewals. The Board office shall follow the time-frames established in subsection (C).

E. Display of permit. A permittee shall conspicuously display the permit in the location to which it applies.

R4-23-603.  Resident-Nonprescription Drugs, Retail
A. Permit. A person, including the following, shall not sell or distribute a nonprescription drug without a current Board-
issued permit:
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1. Aggrocer,

2. Other non-pharmacy retail outlet; or

3. Mobile or non-fixed location retailer, such as a swap-meet vendor.

A medical practitioner licensed under A.R.S. Title 32 is exempt from the requirements of subsection (A).

Application. To obtain a permit to sell a nonprescription drug, a person shall submit a-cempleted-application-en-aform
furnished-by-the Boardthatineludes:

1. Whemekappwmg—fepea{egew—kweatege%y—wpew{— A completed application form and fee as specified in R4-23-
faesimienumber; Documentation of

N

PPNP P+ P

Drug sales:. A nonprescription drug permittee:
1. Shall sell a drug only in the original container packaged and labeled by the manufacturer; and
2. Shall not package, repackage, label, or relabel any drug.
Inspection. A nonprescription drug permittee shall consent to inspection during business hours by a Board compliance
officer or other authorized officer of the law as defined in A.R.S. § 32-1904{4} 32-1901(5).
Quality control. A nonprescription drug permittee shall:
1. Ensure that all drugs stocked, sold, or offered for sale are:
a. Keptclean;
b. Protected from contamination, excessive heat, cold, sunlight, and other deteriorating factors; and
c. Eemply In compliance with federal law; and
d. Received from a supplier with a current Board-issued permit as specified in R4-23-601(A).
2. Develop and implement a program to ensure that:
a. Any expiration-dated drug is reviewed regularly;
b. Any drug, that exceeds its expiration date, is deteriorated or damaged, or does not comply with federal law, is
moved to a quarantine area and not sold or distributed; and
c. Any quarantined drug is destroyed or returned to its source of supply.
Notification. A nonprescription drug permittee shall provide written notice by mail, facsimile, or e-mail to the Board
office within ten days of changes involving the telephone number, facsimile number, e-mail address, mailing address, or
name of business.
Change of ownership. No less than 14 days before a change of ownership occurs that involves changes of stock ownership
of 30% or more of the voting stock of a corporation or an existing and continuing corporation that is not actively traded on
any securities market or over-the-counter market, the prospective owner shall submit a completed application form and
fee as specified in subsection (C).
Relocation. No less than 30 days before an existing nonprescription drug permittee relocates, the permittee shall submit an
application for relocation electronically or manually on a form furnished by the Board, and the documentation required in
subsection (C).
Records. A nonprescription drug permittee shall:
1. Retain records of the receipt and disposal of nonprescription drugs as required in R4-23-601(G). and
2. Comply with the requirements of A.R.S. § 32-1977 and federal law for the retail sale of methamphetamine precur-
sors.
Permit renewal. Permit renewal shall be as specified in R4-23-602(D).

&-L. Nonprescription drug vending machine outlet. In addition to the requirements of R4-23-601, R4-23-602, and subsections

(A) through {F) (K), a person selling or distributing a nonprescription drug in a vending machine shall comply with the

following requirements:

1. Each individual vending machine is considered an outlet and shall have a Board-issued nonprescription drug permit;

2. Each nonprescription-drug-permitted vending machine shall display in public view an identification seal, furnished
by the Board, containing the permit number, vending machine's serial number, owner's name, and telephone contact
number-and-permitexpiration-date;

3. Each nonprescription-drug-permitted vending machine is assigned a specific location that is within a weather-tight
structure, protected from direct sunlight, and maintained at a temperature not less than 59° F and not greater than 86°
F

4. Each nonprescription drug sold in a vending machine is packaged and labeled in the manufacturer's original FDA-
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approved container;

A nonprescription-drug-permitted vending machine is subject to inspection by a Board compliance officer or other

authorized officer of the law as defined in A.R.S. § 32-1904(4) 32-1901(5) as follows:

a. The owner, manager, or other staff of the nonprescription drug permittee shall provide access to the contents of
the vending machine within 24 hours of a request from a Board compliance officer or other authorized officer of
the law; or

b. The Board compliance staff shall have independent access to the vending machine;

Before relocating or retiring a nonprescription-drug-permitted vending machine, the owner or manager shall notify

the Board in writing. The notice shall include:

a. Permit number;

b. Vending machine's serial number;

c. Action planned (relocate or retire); and

d. [Ifretiring a vending machine, the disposition of the nonprescription drug contents of the vending machineg;

The sale or dlstrlbutlon of a precursor chemlcal or regulated chemical in a vendlng machine is prohlblted Hntess—the

Under no mrcumstance may explred drugs be sold or distributed fer-human-eranimal-consumption.

R4-23-606.  Resident Pharmacy Permit;: Community, Hospital, and Limited Service
A. Permit. A person shall not operate a pharmacy in Arizona without a current Board-issued pharmacy permit.
B. Application.

1.

3.

To obtain a permit to operate a rew-pharmacy-or-change-ownershipreloeateor remedelan-existing pharmacy in Ari-

zona, a person shall submit a completed application—er-aform-furnished-by-the-Board; form and fee as specified in
R4-23-602 that includes:

a. $hetypeef—pharmaey Documentatlon of compllance with local zonlnq laws, if requwed by the Board,;
3 A rber A detailed floor

se—rnel+eateunelem+hat—nameand—leeatrepr A dlsclosure statement |nd|cat|nq Whether a medlcal Dractltloner WI||
receive compensatlon e|ther dlrectlv or |nd|rectlv from the Dharmacv

T

FTAT TFQ

¢ F

P

& -
Before issuing a pharmacy permit, the Board shall:

a. Receive and approve a completed permit application; and

b. Receive a satisfactory compliance inspection report on the facility from a Board compliance officer.

Before issuing a pharmacy permit, the Board may interview the applicant and the pharmacist-in-charge, if different
from the applicant, at a Board meeting based on the need for additional information.

C. Notification. A pharmacy permittee shall notify the Board office within ten days of changes involving the type of phar-
macy operated, pharmacy-area—ownershipaddress; telephone number, facsimile number, e-mail address, mailing address,
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name of business, pharmacist-in-charge; or staff pharmacist. A pharmacy permittee shall provide the Board office imme-
diate notice of a change of the pharmacist-in-charge.

D. If any nonprescription drugs are sold outside the pharmacy area when the pharmacy area is closed, the pharmacy permit-
tee shall ensure that the business has a current, Board-issued nonprescription drug permit as required in Seetiens-R4-23-
602-and Section R4-23-603.

E. Change of ownershlp

maHeetr No Iess than 14 davs before a chanqe of ownershlp occurs that mvolves chandes of stock ownershlp of 30% or

more of the voting stock of a corporation or an existing and continuing corporation that is not actively traded on any secu-
rities market or over-the-counter market, the prospective owner shall submit a completed application form and fee as

SDeCIerd in subsectlon (B).

F.
1. Noless than 30 days before the relocation or remodel of an existing pharmacy. the Dharmacv permittee shall submit
an application for remodel or relocation electronically or manually on a form furnished by the Board.
a. An application for relocation shall include the requirements of subsections (B)(1)(a) through (d).
b. An application for remodel shall include the requirements of subsection (B)(1)(b).
2. The new or remodeled faCIIItv shaII pass a flnal mspectlon bv a Board compllance officer before operatlons bedln
G. y

SDeCIerd in R4 23- 602(D)

R4-23-692.  Compressed Medical Gas (CMG) Distributor-Resident or Nonresident
A. Permit:,
1. A person shaII not manufacture process transflll package or Iabel a compressed medlcal gas beferea—eompressed

Erea|ﬂeI—ee|ﬁnp1LraneeheﬁfreetL in Arlzona or manufacture process, transflll Dackade or Iabel a compressed medlcal gas
outside Arizona and ship into Arizona without a current Board-issued resident or nonresident compressed medical
gas distributor permit.

2. Before operating as a compressed medical gas distributor, a person shall register with the FDA as a medical gas man-
ufacturer and comply with the drug I|st|ng requwements of the federal act.

January 24, 2014 Page 169 Volume 20, Issue 4



Arizona Administrative Register / Secretary of State

|

1

|©

m

[m

|®

s

[~

I~ X

Notices of Proposed Rulemaking

Application. To obtain a resident or nonresident CMG distributor permit, a person shall submit a completed application

form and fee as specified in R4-23-602.

1. A resident CMG distributor permit applicant shall include documentation of compliance with local zoning laws, if
required by the Board.

2. A nonresident CMG distributor permit applicant that resides in a jurisdiction that issues an equivalent license or per-
mit shall include a copy of the equivalent license or permit.

Notification. A resident or nonresident CMG distributor permittee shall provide written notice by mail. facsimile. or e-

mail to the Board office within ten days of changes involving the telephone number, facsimile number, e-mail address,

mailing address, or name of business.

Change of ownership. No less than 14 days before a change of ownership occurs that involves changes of stock ownership

of 30% or more of the voting stock of a corporation or an existing and continuing corporation that is not actively traded on

any securities market or over-the-counter market, the prospective owner shall submit a completed application form and

fee as specified in subsection (B).

Relocation.

1. No less than 30 days before an existing resident CMG distributor permittee relocates, the permittee shall submit a
completed application for relocation electronically or manually on a form furnished by the Board, and the documen-
tation required in subsection (B).

2. Anonresident CMG distributor permittee shall provide written notice by mail, facsimile, or e-mail to the Board office
no less than ten days before relocating.

A resident or nonresident CMG distributor permittee shall sell or distribute a compressed medical gas pursuant to a com-

pressed medical gas order only to durable medical equipment and compressed medical gas suppliers and other entities that

are reqgistered, licensed, or permitted to use, administer, or distribute compressed medical gases.

Eacility. A resident or nonresident CMG distributor permittee shall ensure the facility is clean, uncluttered, sanitary, tem-

perature controlled, and secure from unauthorized access.

Current Good Manufacturing Practice: A resident or nonresident CMG distributor permittee shall comply with the current

good manufacturing practice requirements of 21 CFR 210 through 211, (Revised April 1, 2013, incorporated by reference

and on file with the Board and available at www.gpo.gov. This incorporated material includes no future editions or
amendments).

Records: A resident or nonresident CMG distributor permittee shall establish and implement written procedures for main-

taining records pertaining to production, transfilling, process control, labeling, packaging, quality control, distribution,

returns, recalls, training of personnel, complaints, and any information required by federal or state law.

1. A permittee shall retain the records required by Section R4-23-601, this Section, and 21 CFR 210 through 211 for not
less than three years or one year after the expiration date of the compressed medical gas. whichever is longer.

2. A permittee shall make the records required by Section R4-23-601, this Section, and 21 CFR 210 through 211 avail-
able on inspection by the Board or its compliance officer, or if stored in a centralized recordkeeping system apart
from the inspection location and not electronically retrievable, shall provide the records within four working days of
a request by the Board or its compliance officer.

Inspection.

1. A resident CMG distributor permittee shall make the CMG distributor's facility available for inspection by the Board
or its compliance officers under A.R.S. § 32-1904.

2. Within ten days from the date of a request by the Board or its staff, a nonresident CMG distributor permittee shall
provide a copy of the most recent inspection report completed by the permittee’s resident licensing authority or the
FDA. or a copy of the most recent inspection report completed by a third-party auditor approved by the permittee’s
resident licensing authority or the Board or its designee. The Board may inspect, or may employ a third-party auditor
to inspect, a nonresident permittee as specified in A.R.S. § 32-1904.

Permit renewal. Permit renewal shall be as specified in R4-23-602(D).

Nothing in this Section shall be construed to prohibit the emergency administration of oxygen by licensed health care per-

sonnel, emergency medical technicians. first responders. fire fighters, law enforcement officers, and other emergency per-

sonnel trained in the proper use of emergency oxygen.

R4-23-693.  Cempressed-Medical-Gas-Suppher Durable Medical Equipment (DME) and Compressed Medical Gas

(CMG) Supplier-Resident or Nonresident
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Permit. A person shall not sell, lease, or supply durable medical equipment or a compressed medical gas to a patient or

consumer in Arizona for use in a home or residence without a current Board-issued resident or nonresident durable medi-

cal equipment and compressed medical gas supplier permit.

1. The permit requirements of this Section shall not apply to the following unless there is a separate business entity
engaged in the business of providing durable medical equipment or a compressed medical gas to a patient or con-
sumer for use in a home or residence:

a. A medical practitioner licensed under A.R.S. Title 32;

b. A hospital. long-term care facility, hospice, or other health care facility using durable medical equipment or a
compressed medical gas in the normal course of treating a patient; and

c. A pharmacy.

2. Nothing in this Section shall be construed to prohibit a person with a current Board-issued nonprescription drug per-
mit from the retail sale of nonprescription drugs or devices.

Application. To obtain a resident or nonresident DME and CMG supplier permit, a person shall submit a completed appli-

cation form and fee as specified in R4-23-602.

1. A resident DME and CMG supplier permit applicant shall include documentation of compliance with local zoning
laws, if required by the Board.

2. A nonresident DME and CMG supplier permit applicant that resides in a jurisdiction that issues an equivalent license
or permit shall include a copy of the equivalent license or permit.

Notification. A resident or nonresident DME and CMG supplier permittee shall provide written notice by mail, facsimile,

or e-mail to the Board office within ten days of changes involving the telephone number, facsimile number, email address,

mailing address, or name of business.

Change of ownership. No less than 14 days before a change of ownership occurs that involves changes of stock ownership

of 30% or more of the voting stock of a corporation or an existing and continuing corporation that is not actively traded on

any securities market or over-the-counter market, the prospective owner shall submit a completed application form and

fee as specified in subsection (B).

Relocation.

1. No less than 30 days before an existing resident DME and CMG supplier permittee relocates, the permittee shall sub-
mit a completed application for relocation electronically or manually on a form furnished by the Board. and the docu-
mentation required in subsection (B).

2. A nonresident DME and CMG supplier permittee shall provide written notice by mail, facsimile, or e-mail to the
Board office no less than ten days before relocating.

Orders. A resident or nonresident DME and CMG supplier shall sell, lease, or provide:

1. Durable medical equipment that is a prescription-only device as defined in A.R.S. § 32-1901(75) only pursuant to a
prescription order or medication order from a medical practitioner; and

2. A compressed medical gas only pursuant to a compressed medical gas order from a medical practitioner.

Restriction. A DME and CMG supplier permit shall authorize the permittee to procure, possess, and provide a prescrip-

tion-only device or compressed medical gas to a patient or consumer as specified in subsection (F). A DME and CMG

supplier permit does not authorize the permittee to procure, possess, or provide narcotics or other controlled substances,
prescription-only drugs other than compressed medical gases. precursor chemicals, or requlated chemicals.

Facility. A resident or nonresident DME and CMG supplier permittee shall ensure the facility is clean, uncluttered, sani-

tary, temperature controlled, and secure from unauthorized access. A permittee shall maintain separate and identified stor-

age areas in the facility and in the delivery vehicles for clean, dirty, contaminated, or damaged durable medical equipment
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or compressed medical gases.

A resident or nonresident DME and CMG supplier permittee shall not manufacture, process, transfill, package. or label a
compressed medical gas. except as set forth in subsection (J).

Records. A resident or nonresident DME and CMG supplier permittee shall establish and implement written procedures
for maintaining records pertaining to acquisition, distribution, returns, recalls, training of personnel, maintenance, clean-
ing, and complaints. A permittee shall:

1. Ensure that a prescription order, medication order, or compressed medical gas order is obtained as specified in sub-

section (F):

2. Ensure that each compressed medical gas container supplied by the permittee contains a label bearing the name and
address of the permittee;

3. Ensure that all appropriate warning labels are present on the durable medical equipment or compressed medical gas;
4. Retain the records required by Section R4-23-601 and this Section for not less than three years, or if supplying a com-
pressed medical gas, one year after the expiration date of the compressed medical gas. whichever is longer; and
5. Make the records required by Section R4-23-601 and this Section available on inspection by the Board or its compli-

ance officer, or if stored in a centralized recordkeeping system apart from the inspection location and not electroni-
cally retrievable for inspection, shall provide the records within four working days of a request by the Board or its
staff.

Inspection.

1. A resident DME and CMG supplier permittee shall make the DME and CMG supplier’s facility available for inspec-
tion by the Board or its compliance officers under A.R.S. § 32-1904.

2. Within ten days from the date of a request by the Board or its staff, a nonresident DME and CMG supplier permittee
shall provide a copy of the most recent inspection report completed by the permittee’s resident licensing authority, or
a copy of the most recent inspection report completed by a third-party auditor approved by the permittee’s resident
licensing authority or the Board or its designee. The Board may inspect, or may employ a third-party auditor to
inspect, a nonresident permittee as specified in A.R.S. § 32-1904.

Permit renewal. Permit renewal shall be as specified in R4-23-602(D).

Nothing in this Section shall be construed to prohibit the emergency administration of oxygen by licensed health care per-

sonnel, emergency medical technicians. first responders. fire fighters, law enforcement officers, and other emergency per-

sonnel trained in the proper use of emergency oxygen.
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